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PRICK TEST KIT

CROSS-REFERENCE TO RELATED
APPLICATIONS

[0001] This application claims the benefit of U.S. Provi-
sional Application No. 62/198,072, filed on Jul. 28, 2015,
entitled PRICK TEST KIT (Atty. Dkt. No. RCMD-32752),
which is herein incorporated by reference in its entirety.

TECHNICAL FIELD

[0002] The following disclosure relates to allergy testing
and primarily, allergy testing with a prick test or skin testing.

BACKGROUND

[0003] Skin allergy testing is a method for medical diag-
nosis of allergies that attempts to provoke a small, con-
trolled, allergic response. A microscopic amount of allergen
is introduced to a patient skin by various means. One of
these is a prick test wherein an allergen is introduced by
pricking the skin with a needle containing a small amount of
allergen. Other tests such as the skin scratch test provides for
a deep dermic scratch with the help of a blunt bottom of a
lancet, and intra-dermic test involving a tiny quantity of
allergen injected under the dermis with a hypodermic
syringe, a skin scraped test involving a superficial scrape
performed with the help of the bevel of a needle to remove
the superficial layer of the epidermis and a patch test
wherein a patch is applied to the skin, the patch containing
a small amount of allergen.

[0004] Inthe prick test, a few drops of purified allergen are
generally pricked onto the skin surface, usually the forearm.
This test is usually done in order to identify allergies caused
by such things as pet dander, dust, pollen, foods or dust
mites. The skin prick test involves first placing a small
amount of substances that may be causing your symptoms
on the skin, most often on the forearm or upper arm back.
Some of the prick test kits that are available are utilized to
stretch the amount of antigen that can be utilized. Typically,
a 5 mL bottle of antigen can provide up to 1800 test of
glycerinated extract. Typically, there are provided a plurality
of wells in a tray, with each well being filled with 0.125 mL
of extract. A pick is utilized to dip the end thereof into the
small amount of extract disposed in the bottom of the well
and then a particular site is pricked on an individual. Some
of these picks provide for multiple well associations, such
that a series of six or seven wells in a line in the tray can be
accessed such that six different antigens can be applied to an
individual’s skin at a single time. There are even larger
arrays of picks that can be dipped into the well for treating
a large area with more antigens at the same time. One of the
issues is that the antigen must be removed from a sterile
bottle with a needle or the such, since the sterile bottle
containing the antigen typically has some type of rubber
stopper through which the hypodermic needle can be
inserted. Once the hyperbaric needle is inserted therein, the
sterile barrier is broken. The antigen is indisposed into the
well and then the pick disposed therein multiple times. There
is not necessarily any sterilization procedure between apply-
ing this to the skin of an individual and then disposing the
pick back into the well for sealing that well. Thus, once the
antigen is extracted from the 5 mL bottle, the first use of the
antigen is the only sterile use. Thereafter, application thereof
up to 1800 times can potentially result in issues.
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SUMMARY

[0005] In one embodiment, a prick test kit for delivering
antigens is provided. The prick test kit comprises a bottom
tray containing a plurality of wells disposed in an array,
wherein each of the wells contains a vial of a small amount
of a specific well associated antigen, with each well and
associated vial having a different antigen disposed therein,
each of the vials having a rubber cap disposed thereon that
is sterile and able to be pricked by a needle such that the
small amount of antigen can be removed therefrom. A
penetrating plate is disposed above the wells and having on
the lower surface thereof diametrically opposite from the
vials in the wells a plurality of piercing needles, one
associated with each of the wells and directed downward
there to but not touching any of the files. A separating plate
is disposed between the bottom tray and the penetrating
plate. A sterile covering is provided for containing the entire
assembly.

BRIEF DESCRIPTION OF THE DRAWINGS

[0006] For a more complete understanding, reference is
now made to the following description taken in conjunction
with the accompanying Drawings in which:

[0007] FIG. 1 illustrates a cross-sectional view of a small
vial disposed in a receptacle tray;

[0008] FIG. 2 illustrates a perspective view of a tray with
vials disposed therein and arranged in an array;

[0009] FIG. 3 illustrates a diagrammatic view of the
arrangement of a top plate with prick needles in alignment
with a plurality of vials;

[0010] FIG. 4 illustrates a cross-sectional view of a vial
penetrated by a needle;

[0011] FIG. 4A illustrates a cross-sectional view of a
piercing needle;

[0012] FIG. 5 illustrates a side view of a packaged and
sterile prick test device in accordance with the present
disclosure;

[0013] FIGS. 6A-D illustrate the operation of the overall
device for applying indigents to the skin; and

[0014] FIGS. 7A-D illustrate diagrammatic views of
another embodiment of the device that includes a plurality of
tabs disposed between a top tray and a carrier tray.

DETAILED DESCRIPTION

[0015] Referring now to FIG. 1, there is illustrated a
cross-sectional view of two vials 102 disposed in a carrier
tray 104. Each of the vials is comprised of a 1 mL glass
container 106 which has disposed therein 1 mL. of glycerated
extract 108. A rubber stopper 110 is disposed over the
surface thereof, this rubber stopper 110 allowing a hypoder-
mic needle to be disposed therethrough. The vial 102 is
disposed within a receptacle 114 on the tray 104. There is
typically a spring-loaded tab 116 at the upper edge of the
receptacle 114 for each of the vials 102 to maintain the vial
102 in a secure position.

[0016] Referring now to FIG. 2, there is illustrated a
perspective view of the tray 114 with an array of vials 102
disposed therein. Each of these vials 102 has contained
therein 1 mL of a particular antigen, typically each vial 102
having a different antigen disposed therein.

[0017] Referring now to FIG. 3, there is illustrated a side
view of the operation of a top plate 118, referred to as a
piercing plate 118 that has a plurality of piercing needles 120
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which function as the facilitator of the prick test, these being
disposed on a lower surface of the piercing plate 118. They
are aligned each with an associated vial 102. Thus, the
piercing plate 118 would have an array of piercing needles
120 disposed thereon which correspond to the arrays of vials
102.

[0018] Referring now to FIG. 4, there is illustrated a
cross-sectional view of a vial 102 pierced by the piercing
needle 120. It can be seen that, once the piercing needle
pierces the stopper 110, it will have a small amount of the
1 mL of antigen disposed thereon. A detail of the tip of the
piercing needle 120 is illustrated in FIG. 4A. This shows a
serrated edge that allows a larger surface area for taking up
more antigen. However, the 1 mL of antigen is a one-use-
one-patient-only amount.

[0019] Referring now to the FIG. 5, there is illustrated a
side view of a packaged prick test device. It can be seen that
the piercing layer 118 is separated from the tray 104 by a
removable layer 52. This removable layer 502 can be made
of a relatively impenetrable material such as mylar or some
material that can be sterilized. This layer protects the needles
118 from penetrating the upper ends of the vials 102. An
outer shrinkwrap layer 504 is provided over the entire device
to provide a sterile environment.

[0020] Referring now to FIGS. 6 A-D, there are illustrated
diagrammatic views for the operation of the device. In FIG.
6A, the layer 502 is extracted from between the piercing
layer 118 and tray 104. In the next figure, FIG. 6B, the
piercing layer 118 is pressed down onto the tray 104 such
that the piercing needles 120 pierced the cap 110 for each of
the associated vials 102. This allows the tip of the piercing
needles 120 to be inserted into a particular and associated
antigen in that particular and associated vial 102. In FIG. 6C,
piercing layer 118 is then pressed against the skin of the
individual such that the small amount of antigen on the tip
of the piercing needle 120 can be disposed beneath the
dermis of this individual. FIG. 6D illustrates the pattern that
is formed on this again, this being a pattern 602. Since the
antigens are prepackaged and pre-labeled, all that is neces-
sary is to determine the orientation of the array of piercing
needles on the piercing layer 118 in order to determine
which antigen is associated with which particular prick site.
[0021] Referring now to FIGS. 7A-D, there are illustrated
diagrammatic views of another embodiment of the device.
In FIG. 7A, there is illustrated a side view of the operation
of'a top plate 718, referred to as a piercing plate 718 that has
a plurality of piercing needles 720 which function as the
facilitator of the prick test, these being disposed on a lower
surface of the piercing plate 718. They are aligned each with
an associated vial 702 positioned in a carrier tray 704. Thus,
the piercing plate 718 would have an array of piercing
needles 720 disposed thereon which correspond to the arrays
of'vials 702. This embodiment further includes a plurality of
tabs 706. The plurality of tabs 706 are attached to the top
plate 718, preferably at each corner of the top plate 718, and
disposed downward such that they contact the carrier tray
704 when the top plate 718 is placed over the carrier tray
704. FIG. 7B further illustrates the plurality of tabs 706
extending down from the top plate 718.

[0022] FIG. 7C illustrates that the carrier tray 704 includes
a recessed portion 708. The recessed portion 708 serves to
allow the plurality of tabs 706 to sit within the recessed
portion, adding further stability so that the top plate 718 does
not slide in any direction from the carrier tray 704 and to
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maintain the piercing needles 720 away from the rubber caps
by a predetermined distance for shipping and storage. As
such, the carrier tray 704 may have as many recessed
portions as needed to allow for each of the plurality of tabs
706 to sit within a recessed portion of the carrier tray 704.
[0023] FIG. 7D illustrates one of the plurality of tabs 706
sitting within a recessed portion 708, with a dotted line
indicating that the tab is sitting within the recessed portion
708 of the carrier tray 704. The plurality of tabs 706 prevent
the top plate 718 from being pressed against the carrier tray
and to maintain the needles 720 from contacting and pierc-
ing the vials through the rubber cap. This prevents the vials
702 or the needles 720 from being damaged during ship-
ment, such as from pressure or weight being applied to the
top of the device. Once the device is received, the plurality
of tabs 706 may be removed via a perforated edge or other
means of removing the plurality of tabs 706. The plurality of
tabs 706 may be made of any material that is strong enough
to prevent contact between the top plate 718 and the carrier
tray 704, while still allowing for the plurality of tabs 706 to
be removed, such as plastic. Additionally, although not
shown, there may also be a removable layer, such as that
described herein with respect to reference number 502,
included and disposed between the top plate 718 and the
carrier tray 704.

[0024] Although the preferred embodiment has been
described in detail, it should be understood that various
changes, substitutions and alterations can be made therein
without departing from the spirit and scope of the invention
as defined by the appended claims.

What is claimed is:

1. A prick test kit, comprising:

a bottom tray containing a plurality of wells disposed in

an array;

each of the plurality of wells containing a vial of a small

amount of a specific well-associated antigen, with each
well and associated vial having a different antigen
disposed therein; and

a penetrating plate disposed above the plurality of wells

and having on the lower surface thereof diametrically
opposite from the vials in the wells a plurality of
piercing needles, one associated with each of the plu-
rality of wells and directed downward thereto but not
touching any of the vials.

2. The prick test kit of claim 1, wherein each of the vials
has a rubber cap disposed thereon that is sterile and able to
be pricked by a needle such that the small amount of antigen
can be removed therefrom.

3. The prick test kit of claim 2, further comprising a
separating plate disposed between the bottom tray and the
penetrating plate.

4. The prick test kit of claim 2, further comprising a sterile
covering for containing the entire prick test kit.

5. The prick test kit of claim 4, further comprising a
separating plate disposed between the bottom tray and the
penetrating plate.

6. The prick test kit of claim 1, wherein the penetrating
plate includes a plurality of tabs directed downward towards
the bottom tray.

7. The prick test kit of claim 6, wherein each of the
plurality of wells includes a spring-loaded tab disposed at
the upper edge of the well to maintain the vials in a secure
position.
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8. The prick test kit of claim 6, wherein each of the vials
has a rubber cap disposed thereon that is sterile and able to
be pricked by a needle such that the small amount of antigen
can be removed therefrom.

9. The prick test kit of claim 8, further comprising a
separating plate disposed between the bottom tray and the
penetrating plate.

10. The prick test kit of claim 8, further comprising a
sterile covering for containing the entire prick test kit.

11. The prick test kit of claim 10, further comprising a
separating plate disposed between the bottom tray and the
penetrating plate.

12. The prick test kit of claim 6, wherein the bottom tray
includes a plurality of recessed portions, with the number of
the plurality of recessed portions corresponding to the
number of the plurality of tabs, such that the plurality of tabs
may rest within the plurality of recessed portions.

13. The prick test kit of claim 12, further comprising a
separating plate disposed between the bottom tray and the
penetrating plate.

14. The prick test kit of claim 12, further comprising a
sterile covering for containing the entire prick test kit.

15. The prick test kit of claim 14, further comprising a
separating plate disposed between the bottom tray and the
penetrating plate.

16. The prick test kit of claim 1, wherein each of the
plurality of wells includes a spring-loaded tab disposed at
the upper edge of the well to maintain the vials in a secure
position.

17. The prick test kit of claim 1, wherein each of the
plurality of needles has a serrated edge.
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18. A method for using a prick test kit, comprising:
removing a separating plate from between a bottom tray
and a penetrating plate, wherein the bottom tray con-
tains a plurality of wells disposed in an array, with each
of the plurality of wells containing a vial of small
amount of a well-associated antigen, and wherein the
penetrating plate is disposed above the plurality of
wells and having on the lower surface thereof diametri-
cally opposite from the vials in the wells a plurality of
piercing needles, one associated with each of the plu-
rality of wells and directed downward thereto but not
touching any of the vials;
pressing the penetrating plate down onto the bottom tray
such that the plurality of piercing needles pierce a
sterile rubber cap disposed on each of the vials such
that the plurality of piercing needles enters the vials and
comes into contact with the small amount of antigen
disposed in the plurality of wells;
removing the small amount of antigen via each of the
plurality of piercing needles; and
pressing the plurality of piercing needles against the skin
of a patient, such that the small amount of antigen is
transferred beneath the dermis of the patient.
19. The method of claim 18, further comprising removing
a plurality of tabs from the penetrating plate, wherein the
plurality of tabs served to separate the penetrating plate and
the bottom tray during shipment and before removal, and
wherein the plurality of tabs sat in recessed portions of the
bottom tray before removal.
20. The method of claim 18, further comprising removing
a sterile covering containing the entire prick test kit.
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